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Wf3ft? 

(T5umt^mTT) 

16 2003 

549( 3 T y - 3 jhfv 3 ^ w^r wral fwr, 1945 ^ «hRih^ f¥r*tf ^1 u*t> y^M, 

a a WfV r .a&r TTT mra znur ft .-■ ufoifaj i ij -lo/in ( io/in ttt n \ TifV vmr -ii ■aaVr vrrrr io ,*ij i u^.-i MfOw;?V txtt u;jIji ttt im 7^ JK-HU-J 

^ II 1 r “I ~ll \ -1MI 1 I MfM* ^ M "*t I I "t ' tf i /TV V, I /TV T«« i-v 1 / ■'in -UV 14 V|«\ ~U \» <2*/ 9IM ^ VI Ml 01 II I'l /» ll I I»\XI «l Ml «• V T I'I> 

3^mKU |, 'HPT D, 3, (i) ?TR^r 30 2002 W 3 ?KhR*IK +<rm u rH^ITcrf4 (TOfWl) 

851 ( 3T) TTlfte 30 2002 Wi JFfclfeKI fVll m *TT, ^T, 

B'WTT sft, ^ rtlflisl <i^H5| y(ci% I^RT^f ‘*n? 31^^11 3RTf*fe %, ’^PTcfT «Rt '^TCI ^ *ft, 

f^T^t 3TCfa iHM l fal ^ 3!T3fo $; 

3?fr ^RT wrf^ ^3 30-12-2002 

sfa'ssRT wi fwrf %"!fsro wffii 3ir<T snsfqf sfk *i5ii4f T rc % T 4ta W4 >r % f^n t; 

gftr frnOq % sfafa mrt re ^sR ~ 4 t 4 ^ ^rt ^ ^ro 12 4 ^w 33 % 3 ?^^ 3 t%iw^ 

^ %*TT1?; 

3TcT: -3^, ^h-sO'H *K«t>K, "^RT 3rfferfwT qRt 12 sfa WT 33 '5TCT T^rT ‘3%! ^ -sfafa 3lk TTCTFFT 

Wllftiw?, 1945 sfa’STSTteR %f£nj Pi^-iRnfisla Pi<i*i «mkiI 3Flf^:— 

1. (1 ) (WIT^i^PT) Iwt, 200311 

(2) ^ Tl^m M^wii olf^Q y<|ti | 


2. "srarnH wnft fwr, 1945 ^ ^j$ 4 ! z ^f, ^ u 32 3^ yf^^l % Pi^RiRam 

3T?T:^#m Ml aim'll, — •. _ 



^Fi7 3^ ?I?f 

“ ( 33 ) Mlfa f^RT^f 2 fF.TJT. 1T^Wt#T 
3Hrf«het 1 

3lMWT % STSqpr 4 3?k^T% 3!#T Wr^ Pl^ff §17 

(nshM % 3Fpf!T "?!?] % ^^4 •scmi^ 

*KT ftPwIui % 3T#T f^FTT 

7 FfT %, cun ^ ^ l M 


[U ^fT-l 1014/8/2002-4]^^ 1^-5 
1P<TT, 'B^Kl 

XHc[ Riuiuft ;—T^T fwr U m 28-10/45-TT^(l ) ?iK^321-12-1945 &KI ^ J l^ ^ 

'tiUm m^T.f%. 528(3!) 8 ^i, 2003 % 5TO t 

1980 GI/2003 ^ ; (O 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 16th July, 2003 

G.S.R. 549(E).—Whereas a draft of certain rules further to amend the Drags and Cosmetics Rules, 1945 
was published, as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), in Part II, 
Section 3, Sub-section (i), of the Gazette of India, Extraordinary, dated the 30th December, 2002, vide notification 
of the Government of India in the Ministry of Health and Family Welfare (Department of Health), number 
G.S.R. 851 (E), dated the 30th December, 2002, inviting objections and suggestions from all persons likely to be affected 
thereby, before the expiry of a period of forty-five days from the date on which copies of the'Official Gazette containing 
the said notification were made availble to the public; 

And whereas copies of the said Gazette notification were made available to die public on the 30-12-2002; 

And whereas objections and suggestions received from the public on the said draft rales have been considered 
by tile Central Government; 

And whereas the Central Government has consulted the Drugs Technial Advisory Board as required under 

Sections 12 and 33 of tile said Act; 

Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central 
Government hereby makes the following rules further to amend the Drags and Cosmetics Rules, 1945, namely :— 

1. (1) These rules may be called the Drugs and Cosmetics (5th Amendment) Rules, 2003. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, after Serial Number 32 and the entires relating ■ 

thereto, the following shall be inserted, namely :— . *> 


Class of Drags 

Extent and Conditions of the exemption 

'*(33) Nicotine gum containing upto 2 mg. 
of nicotine 

The provisions of Chapter IV of the Act and the Rules made > 
thereunder which require them to be covered by a sale licence 
subject to the condition that such a product has been manu¬ 
factured under a valid drug manufacturing licence.” 


[No. X-l 1014/8/2002-DMS & PFA] 
DEEPAK GUPTA Jt Secy. 


Foot Note :—The Principal Rules w ere published in the Official Gazette vide notification No. F. 28-10/45-H(l) dated 
21-12-1945 and last amended vide G.S.R. 528(E) dated 8th July, 2003. 
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